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. ' S 71 COMPLAINT NUMBER
o GSE7R
' COMPLAINT/INJURY RE Az DATEOF COMPLAINT (MorthDey/Year)
' : ‘ N\ ] : ~-31-98
3. : (1) [ TELEPHONE a, ’tfﬂ@{ CONSUMER (3) {1 TRADE SOURCE
FORM OF @ 0 e coRmatio©O [ GOVERNMENT () (] OTHER
COMPLAINT @) 3 vsm- nuepsQe (incicate in Remarks) !
5. a. NAME AND ADDRESS Zip Code, B, AREA CODE AND TELEPHONE NUMBER
s wll_ ____
IDE TION WORK { )
. » DESCRIPTION OF COMPLAINTANJURY D12ziness & increased heart rate after consuming "body
right" Pen-Chi Herbal Welght Control Supplement capsules (contains ephedra). Also

ained urine drug screen done vwhile being admitted to hospital was positive for
comrant Opllates, which he feels may ka from the "body right" herbal product. Complainant

ORIUURY he had a history of high blood pressure & arrhytl '
2 8 ago, but has not taken zny medication for this b. DOES COMPLAINANT Ex&'ECT '
for approx 1 year. a‘,"’é}'ﬁg“ FDA§ f
. ain in Remarks) ;
2. . TYPESYMPTOMS  ONZET (HRJ | . ATTENDING HEALTH d, HOSPITALIZATION REQUIRED :
7. g |+ O VOMITING PROFESSIONAL iy v Q) & VES. |
HLMESS (HFC-181) —— “ give name,_ address, i
AESULTED NOTIRED | 3. (0 DIARRHEA  _____ Loher mopmgen) : ‘
4, (] FEVER o
0 (M ONG |5 7 SKINEYEIRR. _ , ,
(@ [xves | & 1 HEADACHE i
Byt 7. @ OTHER
M’.’é%“u%'m 4“;“98 Dizziness, taghxcardia
-2- - ] 4-20/23-98
8. 2. BRAND NAME b PRODUCT NAME ~ '
right en~-Chi Herbal 'We_ight Control Supplement ]
PRODUCTAND | SIZE ANDPACKAGE TYPE d. NAME AND LOGATION GF STORE WHERE PURCHASED .

T eeee— NI
o. PACKAGE CODE/SERIAL NUMBER/ETC.

9107577 ¥ ink stamped on 1}11 DATE PURCHASED PRODUCY GSED (if yes" h.AMT REMAINING
EXPAUSE 8Y DATE: pprox 4-5 g’_!fs (1)'5‘53'“’ @eﬁ REWArks | 46 capsules

9. 8. HOME DISTRICT <. NAME AND LOCATION OF FIRM (inciutle Zip Code) d.
UL DEN Natures Sunshine Products Inc gLl
OF PRODUCT -
10. a. PROBLEM KEYWO ¢. DI 11, PRODUCT COBE
(1) CODE } (2) DESCRIPTION H MMEDIATE FOLLOW-UP
EVALUATION RX fTachycardia Gt wtHOUTFURTHER | D4FCEOS
DSPOSITION b. EVALUATION w0 mnmo'%rémsa FEDERAL | 12. INFORMATION COPIES TO;
) B Nlatmacet, o '
, NO VIOLATION .
@ @ oAsconnoeatia | 0 H«m 2 QNS B hree
UNABLE TO EVALUATE DA o 1O DlHRiCT QHFv-236 [ HEC~130
X HFS~635
REMARKS 0.D: Complainant vants copy of analysis of 9B-651-955

7.b & 8.g: Symptoms appeared suddenly approximately 1 or 2 weeks after starting to take capsuler
from mogt recently purchased hotile, however complainant stated he had taken capsules from a
previous bottle for approx 2 weeks earlier. He stated capsules vere taken according to Sakstwx
label directions. Also stated his wife who had been taking the product for several weeks also
expe.r:loaced fgevere headaches 8. had trouble sleepin after starting to take capsules from this

NAMEANDTITLE 000001

"4.2 AP 1062.912-208/61707

DATE
nald E. Dodson, Investigator 3-31-98




2. ACTION REQUESTED (). REMARKS (Additional detalls) . AN
¢} l INVESTIGATION - L,
{2) COLLECT SAMPLL .
e )] INSPECTION : .
€ 0O OTWIR . |
N il (<) DATE REQUESTED (d) PRODUCT NAME
(b) REQUESTING OFHCALUSNAMEAND TITLE | r SaY right Fen-Chi Herbr
RV N 3-31-98
3. ASSIGNED T0; (a) oUEBY L. ACTION TAKEN 3} SAMPLENUMBER(S) Capsules
D.E.Dodzon (1) K INVESTIGATION
(2) R0 SAMPLE COLLECTED 98=651-955
3 ] INSPECTION
! “© 0O Nowe

{b) DESCRIPTION OF ACTION TAKEN i
rauowing phone racelpt of preliminary informat.ton -complainant -wag----
~regquestedito.coneningto, CET=RE.whereuhesWas. nm.nviowed* fremaindep -
ot-capsulu ware obtainad as part (Sub-1) of sample 98-651-955.
Authorizations.-for.Medical-RecordsDisclosure..were -also:signed-by.--
complainant, 2 of which are attached to this report. Complainants
primary.-complaint=Waswthate-upon.~admittancextouhospital;:.a-drug. -, _
gereen urinalysis was positive for opiates, which he denies using. ‘
- Duringw.questioningse-~aboutrsmnedications... h&w..had: «beenr--taking, .«
c¢omplainant inforwed me he had not taken anything for hig heart
problemns for approximataly-l-year,- & stated-hedid.not like. to take .-
medications. He said he had taken soma aspirin or Tylenol for his
-~back, but.did not.report. to.ns it .was_Tylenol. 3....Eventual review - .
of hospital racords howavar reported complainant had been taking
« Tylenol.:3«-Which- contains. codeine . -&.:would.therefore. show. up on..a-.
drug screean as an oplate. Complainant had a history of high bloed
pressure- & arrhythmia and-his aymptoms.-following the.use of the~
ephedra containing product were typical of reactions tg such
products, particularly to persons having such a history.. He stated
he had taken the body right ephedra containing herb preduce
according to labeled directions (far- weight loss).. The.product.1is -
labeled as containing 12.5mg per c¢apsule ephedrine, & directions :
-are for. a-total of, 5ca sules. per day....(See attached Continuationgheot)|
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5. MANUFACTURER /OIS TRIBUTOR / DEALER RESPONSIBLE 6. PROGRAM DATA ;
() HOME DIST. (C) NAME AND ADORESS {a) OPERATION (b} PAC {¢) PRODUCT CODE i
DEN Naturas Sumshine Produvcte Inc 12 QZRE01 £4FCEDS i
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1719247 ) L 110 2 10
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{3) [0 OFFIGALACTION INDICATED (OA() Ondicate Agency in Remnrks) g wro-730
(4) 1 NOTANFOA OBUGATION a) O CTATION (1 O RECALL O Wev-236
{s) REFERRED TO HOME DISTRICT
(6} {NSUFRICENT INFO.UNABLETOEVAL. | (8) (O SEIZURE (8} OO MOACTION [ WFZ-3a3
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1. COLLECTOR (Print or type narae and signature) . 2. DISTRICT 3. GRNO. 4. DATE COLLECTED
Donzlé E. Docuon ﬁmﬂl @c—&.@— NSV NSV-6563 .| 4-2-98

5. REMARKS

- An unopened bottle of the same lot # of “the-ephedra containing}--

. product was obtained -from the -same.retail-store from which B
Mr. _obtained the product, and was submitted as Sub-2 of
98-651-955. --

vr. I v2s taxen o NG
emergency room on 3-20-98, was treated in the emergency roonm,
admitted, and eventually discharged from -the hospital on 3-23-98.
Hospital records were reviewed on 4-1-98. There was no discharge
- summary in- the records as this had not--yet been dictated.- His
admission diagnosis was listed as Ventricular Tachycardia,
Resolved. - His age was listed+as 47, & weight reported as - -- -
165-170 1b. Copies of selected portions of his hospital records
are attached as follows: S

Exhibit-1 History-Physical Examination
- - The second paragraph of this document states that a
urine screen was positive for cocaine & opilates.
Review of_laboratory reports however do NOT report
positive for cocaine, but do report positive for

- opiates & amphetamines (See Exhibit-4). Mr.
told me he had been questioned by the attending
physician in the emergency room -about use of drugs
following the results of this drug screen, & denied

any illicit drug use to both the ER physician & to

me.

. Exhibit-2 Physician Orders
.. Note-that the first entry on this document lists

one of the home medications that was being taken by

Mr. i 2s Tvlenol 3 (prn) which would likely

show up on a drug urin screen as positive for

opiates. - - -

Exhibit-3 Emergency Room Records
The first page of these records also report the use
of Tylenol 3 for back (pain).

Exhibit-4 Urinalysis Drug Screen
This urinalysis was performed on 3-20-98, the day
of admission, & reports positive for amphetamines &
opiates. As previously stated the positive for
opiates would likely be from his use of Tylenol 3.
Urine drug screens also often report positive fon
amphetamines when ephedrine has been taken, as from
the ephedra containing herb product being used by

vr.
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1. COLLECTOR (Print or type name and signature) 2. DISTRICT 3. CRNO. 4. DATE COLLECTED
Donalé E. Dodson A= %b\oatod_ayr\rsv NSV-65673 4-2-98
S. REMARKS ~
A phone call was made to Mr. on 4-2-98 to ask him if he had-.
in fact-been taking Tylenol 3 prior.to his hospital admission.
Mr. BB stated he occasionally takes Tylenol 3 when his bacH
pain becomes severe, usually only about 1 per day. He said he doed
not remember for sure, however stated he may have taken some prion
to his hospital admission.
The symptoms reported by Mr."Fappear to be typical of
adverse reactions occurring wit use of ephedra containing
products, - particularly to persons. having - histories of heart
problems.--- - . sme : = s
rd
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